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DEPARTMENT OF HEALTH AND HUMAN SERVICES oy d pow

60 8th Street, N.E.
Atlanta, Georgia 30309

August 26, 1997

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

Mr. Richard Sparks

Chief Executive Officer
Watauga Medical Center

336 Deerfield Road

Boone, North Carolina 28607

WARNING LETTER

Dear Mr. Sparks:

Your facility was inspected on 7/8/97 by a representative of the State of North Carolina, acting
on behalf of the Food and Drug Administration (FDA). This inspection revealed that your
facility failed to comply with certain Quality Standards for Mammography as specified in Title
21, Code of Federal Regulations (CFR), Part 900.12, as follows:

The number of masses scored in the phantom image was 1.5 and did not geet the

required nymber. The minimum number required for masses is 3:

The specific deficiency noted above appeared under the Level 1 heading on your MQSA Facility
Inspection Report, which was issued at the close of the inspection. This deficiency may be
symptomatic of serious underlying problems that could compromise the quality of mammography
at your facility.

It is your responsibility to ensure adherence to each requirement of the Mammography Quality
Standards Act of 1992 (MQSA) and FDA'’s regulations. You are responsible for investigating
and determining the causes of the deficiencies that the inspection identifies and promptly initiate
permanent corrective actions.

If you fail to promptly correct these deficiencies, FDA may, without further notice, initiate
regulatory action. Under MQSA, FDA may:

o impose civil money penalties on a facility up to $10,000 for each failure to substantially
comply with, or each day of failure to substantially comply with the Standards.
® suspend or revoke a facility’s FDA certificate for failure to comply with the Standards.
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Sincerely yours,
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